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Aspect Before Brexit After Brexit
Certificate/ CE UKCA
Marking on C € UK

the label cCRA

Notified body

All EU Notified Bodies
are recognized in GB
And all British
notified body are
recognized in Europe

British notified body are not recognized in Europe
UK Approved Bodies are listed in the following link :

https://www.gov.uk/government/publications/medical-
devices-uk-approved-bodies/uk-approved-bodies-for-
medical-devices

The
authorized
representative

One authorized
representative
( CE REP) is
recognized in EU
including GB

UK Responsible Person (UKRP)
For manufacturers based outside the UK regardless of
having authorized representative in EU

Regulation
applied

-EU Directives
either:
Directive
93/42/EEC
(EU MDD)

Directive

90/385/EEC
(EU AIMDD)

Directive

98/79/EC
(EU IVDD)

- MDR 2017/745
-IVDR 2017/746

(UK MDR 2002)
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https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A01993L0042-20071011
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A01993L0042-20071011
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A01990L0385-20071011
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A01990L0385-20071011
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A01998L0079-20120111
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A01998L0079-20120111
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Type Transitional period
CE marked medical devices according to Five years (to 30 June 2030) or the certificate
MDR/IVDR/IVDD expires, whichever is sooner
CE marked medical devices according to Three years (to 30 June 2028) or the
MDD/AIMDD certificate expires, whichever is sooner
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infographic of the timelines for placement of CE marked medical devices on the Great
Britain market under the Medical Devices (Amendment) (Great Britain) Requlations 2023
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https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1166483/Infographic_-_Devices_transition_timeline.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1166483/Infographic_-_Devices_transition_timeline.pdf
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UKCA United Kingdom Conformity Assessment
CE Conformité Européene
MHRA Medicines and Health Regulatory Authority
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UK United Kingdom
EU European Union
GB Great Britain
UKRP United Kingdom Responsible Person
MDR Medical Device Regulation
MDD Medical Device Directive
IVDD In Vitro Diagnostics Directive
AIMDD Active Implantable Medical Device Directive
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